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STATISTICAL ANALYSIS PLAN 

Protocol PQ-010-001 

PHASE 1B, RANDOMIZED, DOUBLE-BLIND, PLACEBO-
CONTROLLED, DOSE ESCALATION STUDY TO EVALUATE THE 
SAFETY, TOLERABILITY AND PHARMACOKINETICS OF QR-010 

IN SUBJECTS WITH HOMOZYGOUS ΔF508 CYSTIC FIBROSIS 

Protocol Number: 
(Version Date) 

PQ-010-001 

Version 8.0, 04 April 2017, Version 8.1, 5 April 2017, 
Version 8.2, 5 April 2017 

Name of Test Drug: QR-010 Solution for Nebulization 

Phase: 1b 

Methodology: 
Randomized, double-blind, placebo-controlled, single 

ascending and multiple ascending dose-escalation study. 

This study includes two portions: four single ascending dose 

(SAD) cohorts (1-4) and four multiple ascending dose 

(MAD) cohorts (5-8) 
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